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June 13. 2005

Dr. R. Heslegrave
Char, Research Ethics Roard

Toronto, Ontario M5B 1WS$

Department of Medicne
Unlversity of Toronto

| Dear Dr. Heslegrave,

Department of

Public Health Sclences ’ RE: Apphcation for ethical review.
Department of Occupational \ Enclosed please find an application for ethics approval of a study entitled
(t””l’; :';f,’?qmj:_f:;fa"h | “*Cardiovascular Toxicity of Concentrated Ambient Fine, Ultrafine and Coarse
:‘ Pearticles in Contrelled Hurman Fxposures™. This study is funded by the U.S.
Environmental Protection Agencv — National Center for Environmental
Research.

This study will examine the size fractions, components and sources of air
pollution responsible for cardiovascular physiologic responses. A new state-
of-the-art ambient PM exposure fzcility (to be built at the Umversity of
Toronto in collaboration with Harvard School of Public Health) will allow us

223 College St lo examine responses to fine, ultrafine and course CAPs in healthy volunteers.

Toronto, Ontario [/

VTR ' The study will be carried out using our controlled hurnan exposure facility

Phone: (416) 978-5883 f located at the Gage Occupational and Environmental Health Unit at the

fe (416) 5782608 University of Toronto. As principal investigator, this study will be under my
supervision.

30 Bond 5t.,

E;Z”f;f””m - Thank you for your attention to this matter and please do not hesitate to call if
you require any additional information.

Phone: (41€) 8&4-5074
Fa«: (416) 304-1902

Sincerely.

Frances Silverman, PhD
Gage Occupational and Environmental Health Unit
St. Michael’s Hospital/University of Toronto

223 College St

Toronto, Ontano

MS5T 189
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Maidia

TAHSC Harmonized Core Application
Version 15 October 03

o Toronto Academic Health Sciences Committee (TAHSC)
HUMAN SUBJECTS RESEARCH APPLICATION

All sections of this application MUST be completed before it will be considered for REB
review. If not applicable, please indicate “N/A™. Unless indicated, DO NOT refer to or attach
other documents in response to the Research Ethics Board Application questions.

| _ *Ethics Review and Approval Status
| (check all that apply and indicate date where
Application submitted to (check all that apply): applicable): |
Application | Applied, | Reviewed Approved
| To Be Review
Submitted | Pending
| | |
l [] | Baycrest Centre for Geriatric Care D ‘ ] "] J
I S |
] | Bloorview MacMillan Children's Centre [] '] ] O]
|
] | Centre for Addiction and Mental Health ] ] "' ]
] [Hospital for Sick Children O ] 107 ]
[ [] | Mount Sinai Hospital L] | ] L] ]
[_] | St. Michael’s Hospital ] X || J |
] ‘ Sunnybrook and Women's College Health ] ] U []
| Sciences Centre |
[] | Toronto Rehabilitation Institute | ] [] d [] l
[J | University Health Network [ [] (] _‘T D ]
| ! Ry
[ | Other (Specify ) L] | (] L] L]
|

*Please include all relevant correspondence related to cthical review (i.e. REB review letter, replies,
approval form).

SECTION I: GENERAL INFORMATION]

1. FULL SITUDY TITLE: Cardiovascular Toxicity of Concentrated Ambicnt Fine, Ultrafine and Coarse
Particles in Controlled Human Exposures

2. SPONSOQR PROTOCOL NUMBER (if applicable): G4H10792 - Project 3

3. STUDY PERIOD:

Expected Start Date: July 2005 Total Study Duration: 5 years

Short Title: PM Center Study =
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TAHSC Hurmonized Core Applicetion
Version 15 October 03

4. INVESTIGATORS:

__A. PRINCIPAL INVESTIGATOR o

| Name. Frances 8. Silverman i

Teleplione: (316) 978-58%3 | Pager: N/A FAX:(416)978- [ Email: 1

S | 2608 | frances.silverman{@utoronto.ca |

Dept/Division: Medicine Program: Gage Occupational and Environmental ‘
Health

| Maiing Address: 223 College St., Toronto, ON. MST 1R4

PRINCIPAL INVESTIGATOR AGREEMENT - I assume full responsibility for the scieotific and ethical
corduct of the study as described in the this REB application and submitted protacol and agree to conduct this
study in compliance with the Tr-Council Policy Statement: Ethical Conduct for Research Involving Euman
Subjects and any other relevant regulations or guidelines. 1 certify that all researchers and other personnel involved
in this project at this nstitution are appropriatcly qualified and expericnced or will undergo appropriate training to
fulfill their role 1n this project

J‘M (3, 240 &

Signature of Principal Investigator Date

B. CO-INVESTIGATOR(S):

Name Dept/DiviProgram Signature (if required at this
institution—see instructions)
Jeffrcy Brook Environment Canada |
|
| Paul Corcy Public Health Sciences, University o
of Toronto
Jamcs Scott Gage Occupational and
i Environmental Hezlth, University of .
Toronto -
Rob Brook | University of Michigan Health
Center
Julie K.ovach University of Michigan Health
Center
| Diane Gold Harvard School of Public Health ’
| - : S }

C. STUDY COORDINATOR OR RESEARCH ADMINISTRATIVE CONTACT FOR THIS
APPLICATION (if not the PI):
[ ] Not Applicable

s -
| Namc: Bruce Urch

| Telephone: (416) 978- | Pager: N/A [ FAX:(416) 978- Email:
“7‘,5‘_",286 | 2608 ) brucc.wech@utoronto.ca
( Mailing Address: 223 College St., Toronto, ON MST 1R4

L | __ N ]

Short Title: PM Center Study -2-
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4. LW’ESTQQATQRS

A. PRINCIPAL INVESTIGATOR

[ Name: Frances 3, Silverman a ]
Telephone: (416)978-5883 | Paper: N/A } FAX:(416) 978~ [ Emajl: !
) 2608 fmnccs.si]vcrmsnga.!ugmtom
DeptDivision: Medicine _j Program: Gage Occupationa] and Environmental
= B Health
Mailing Address: 223 College St., Taragto, ON. MST 1R4 1
|

Research Involving Hugmum Subjects ind any other relevant regulations ar fFwdelines. T certify that e])
rescarchers and other personpel involved in this Project at this institution are appropriately qualified
and expericuced or will underpo appropriare Taining to fulfill their role in this project,

Signahure of Principal Investigator N Date

B. CO-INVESTIGATOR(S):

Name T e Pt/Div/Program
Vl'cﬁcy Brook Eavironment Canada
Paul Carey Public Health Sciences, University
- of Toronto
James Scont Gage Occupational and )
; Eavirowncatal Heahn, University of r
o Toranto - ‘
! Roh Brook University of Michigan Hezlth
| Center

 Umiiversity of Michigan Health —

_| Center

{ Diane Gold ) JHaward Schoo! of Public Healt ' - B
R —— \J
C

- STUDY COORDINATOR OR RESEARCH ADMINISTRATIVE CONTACT FOR THTS
APPLICATION (if not the PI): ;
[ ] Not Applicable

Name: Bruce Urch ‘ : ?
Telephone: (416) 978- Pager: N/A, J FAX:(416) 973- Erail: j
5886

2608 bmce,mch@utnmnto.ca
[Mai]ing Address: 223 College St.. Toronto, ON MST IR4

—
J‘ Julic Kovach

]




R 4 1%

k=1

4; 58 dlb3 BN L8[ ol g ] e

INVESTICATORS:

A. PRINCIPAL INVESTIGATOR

[ Name: Frances S. Silverman ]
Telephone: (416) 978-5883 Pager: N/A ) rmx:(us) 978- | Email- ]
| 2608 | frances.silverman@utoronto.ca
Dept/Division: Medicine Program: Gage Occupatianal and Environmental
Hcealth

"Mailing Address: 223 College St., Toronto, ON. MST 1R4

— — _— — -

PRINCIPAL INVESTIGATOR AGREEMENT - ] assume full responsibility for the seientific and
ethical conduct of the study as described in the this REB application and submitted proteco! and agree
ta conduct this study in coampliance with the Tri-Council Policy Statement: Ethical Conduct for
Research Involving Human Subjccts and any other relevant regulations or guidelines. I centify that all
rescarchers and other personnel involved in this project at this institution are appropriately qualified
and experienced or will underge appropriate training to fulfill their role in this praject.

Signawre of Principal Investigator Date

B. CO-INVESTIGATOR(S):

MName DeptDiv/Program Signature (if required at this —1
institution—sce instructions)
7'fﬁcy Broak Environment Canada
Paul Corey Public Health Sciences, University
of Toronto
" Jamnes Scott Gape Occupational and
Environmental Health, University of !
s Toronto )
Rob Brook University of Michigan Health i
Center
Julie Kovach University of Michigan Hezlth : - |
Center ~
| Diane Gold Harvard School of Public Health | o I
V |

C. STUDY COORDINATOR OR RESEARCH ADMINISTRATIVE CONTACT FOR THIS
APPLICATION (if not the PI):
[[] Not Applicable

N:zme: Bruce Urch

Telephone: (416) 978- | Pager: N/A FAX:(416) 978- Email:

5886 2608 bruce urch@utoronto.ca
Mailing Address: 223 College St., Toronto, ON MST 1R4

— e~~~y
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4 INVESTIGATORS:

A. _PRINCIPAL INVESTIGATOR
Namc, Frances S. Silverman

Telephone: (416) 978-5883 Pager: N/A FAX:(416) 978- Emal:
2608 frances silverman @uloronto.ca
DepuDivision: Medicine Program: Gage Occupational and Environmenal
Health

Mailing Address: 223 Collcge St., Toromo, ON. MST 1R4 !

Principal Investigataor Agreement - [ assume (W] responsibilily for the scicatific and ethical conduct
of the study as described in the this REB application and sabmitted protocol and agres to conduct this
study in compliance with the Tri-Council Policy Statement: Ethica Condact for Rescarch Involving
Human Subjects and any other relcvant regulations ar guidelines. | certify thar all researchers and
other personwe] involved in this project o (ris insiuton arc appropriately qualified and capericaced
or will undergo appropriate trainny Lo fulfill their role in this project.

Sigeature of Princpal Investigator Date

B. CO-INVESTIGATOR(S):

Nanre Dept/Div/irogram Siguature (if required at this
S S mstitution—cer: Instructions)
JelTrey Brook Environmem Canada
Pau Corcy Public Health Sciences, Universicy
of Teoroxto
James Scult Cage Occupationsal aod
Environmemal Health, University of
Toronto
Rob Brook Unuversity of Michigan Henlth
Cenee=r
Julie Kovach University of Michigan Health
Center
Diwne Gold Harvard School of Puhlic H=lth
C. Study Coordinatar ar Rescarch Adounistrative Comntoct for this
Applicatian (if not the PI):
Not Applicable
Name: Bruce Urch
Tclcpbone: (416) 978 | Poger: N/A FAX:(416) 775- Email:
58386 2608 | brusc.wrch@urorento.ca
Muiling Address: 223 College St, Toronle, ON MST 1R4

B i o ————

i ——————
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4. INVESTIGATORS:
A, PRINCIPAL INVESTIGATOR
Nume: Frances S. Silverman |
Telephone: (416) 978-5883 Pager: A FAX.(316) 978- | Email: B
- 2608 | frances.silverman@uioroniw.ca |
Dept/Dhivision: Medicine Program: Gage Occupational and Environmental |
L__ Health |
Mailing Address: 223 College St., Toronio, ON. MS5T 1R4 1
}
]

|

PRINCIPAL INVESTIGATOR ACREEMENT -7 assume full responsibility tor the scicatific and
ethncal conduct of the study as described in the tis REB applicution and submitted protocol and agree
w0 conduct this study in compliance with the Tri-Council Policy Stsrement: Ethical Conduct for
Rescarch lavolving Human Subjects and any other relevant regulations or guidehines. 1 certify that all
reseaschers and other pessonnel yavolved in this project at this institution are appropriately quzlified
and expenenced or will undergo appropraic training (o fu'fill their role in this project.

~§ignature of Principal Investipator Datc

B. CO-INVESTIGATOR(S):

Name DepuDiv/Program T Signature (if required ar this
. jostitution—see instructions}
Jefirey Brook Enyircnment Canada
Paul Corey Public Health Scicnces, University
of Torono
[ fames Scont Gage Occupational and
Environmental Health, University of
Toronto
Rob Breok Umnversity of Michigan Health T
Center -
Julie Kovach University of Michigsn Health
Center
[ Diane Gold Harvard School of Public Health

C. STUDY COORDINATOR OR RESEARCH ADMINISTRATIVE CONTACT FOR THIS
APPLICATION (if not the PI):
[1 Not Applicable

Mailing Address: 223 College St, Toronio, ON MST 1R4

Name: Bruce Urch '_‘
Telephone: (416) 978- | Pages: N/A FAX:(416) 978- Email: I
S8R6 2608 brece urch @uiorento.ca B ]
l
J
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INVESTIGATORS:

A. PRINCIPAL INVESTIGATOR

SUERU
CHANNING LAB.

@on2

Namie: Fraoces S. Silverman

Telcphone: (416) 978-5883

Pogcr:

N/A [ FAX.(416) 978-

| 2608

Email.
frances.silvegman @uioronio.ca

DepuDivision: Medicine

" Program: Gage Occupational and Eovironmental

Health

Mailing Address. 223 College St Taronlo, ON. MST IR4

L

PRINCIPAL INVESTIGATOR AGREEMENT - I asswage full responsibility for the scieptific and
cthical conducl of the study as described in the this REB applicanon and submilled protocaol and agree

1o copduct this study

in compliznce with the Tri-Council Policy Smterment: Ethical Cenduct far

Rescach Involving Human Subjects and uny other relevant tegulations ot guidelmes. ] certify that all
researchers xnd other personnel invelved in this project at this institution are appropriately quabified
and expericaced ar i)l undergo appropriate training e fulfil! their zale in this project.

Signature of Principul Investigaccr

B. CO-INVESTIGATOR(S):

Date

Name DcptDiv/Program Signature (if required at this
institution—see instructions)
Jeiffiey Brook Epvironment Canada
- —_
Paui Corey Public Health Sciences, University

of Torontn

James Scon

Gage Ocmxpuljornal and

| Environmental Health, University of

Toronto

Rob Brook University of Michigan Health
Center
Julie Kovach Univessity of Michigan Health
Ceater
Diane Gold Harvard Scheol of Public Health

C. STUDY COORDINATOR OR RESEARCH ADMINISTRATIVE CONTACT FOR THIS

ATPPLICATION (if not the P1):
["] Not Applicable

Name: Bruce Urch

Telephore: (416) 978-
S886

Pager:

N/A FAX:(a16) 578~

2608

Email:
bruce nreh@utoronto.ca

M

L

ailing Address: 223 Callcee St. Toronio, ON MST 1R4
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Plesse indjeate to whom correspondence should be sent:  [_] PT Administrative Contact

D. ON STAFF INVESTIGATOR (for studies initiated outside of this institution):
DX Not Applicable

[ Name: '
Telephone: Pager. FAX: Email:
Dept/Division: B Program:
Mailing Address: 1

5. FACULTY SUPERVISOR (for student/fellow/resident research studies):
[J Not Applicable

Name: Frances S, Silverman
Telephone: (416) 978-5883 | Pager: N/A FAX:(416) 975- Email:
2608 frances.silvernan@utoronto.ca
Program: Gage Occupational and Enviroumenta)
Health

Mailing Address: 222 College St. Toronto, ON  MST R4

’ DCpA\-"Di\’iSionZ Medicine

Signature: LDatu:

L

6. DIVISION/DEPARTMENT/PROGRAM APPROVAL
T am aware of this proposal and support its submission for ethics review. I consider it to be {easible and

appropnate.
Lo~y HoweossS  Occe oo - 13 0&-’-2—0&5

Name (I’rint) Div./Dept./Program (Print) Signature Date

7. INVESTIGATOR CLASSIFICATION

Stafl' Research: X YES [INO
Student Rescarch: [] Post-Doctoral [_]PhD [ ] Master's [ ] Undergraduate [

ResulentFellow
Other (Please speaify):

S, SCIENTTFIC/SCHOLARLY REVIEW

Has this proposal received prior scientific peer review? & YES [] NO

If Y1iS, indicatc where and attach any relevant reviewer comuncnts.  Review commitiee of NCER
(US- Environmental Protection Agency, National Center for Environmental Rescarch)

JENO), please refer to institutional instruction page regarding possible review requirements.

9. MATERTIAL TRANSFER AGREEMENT
Is there a matenal transfer agreement (MTA) involving human material for this study? [] YES XINO

ITYES, plcasc attach a copy.






